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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on August 
23, 2010 has been entered. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 
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under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 1-6, 8-12 and 15-42 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ueno (U.S. Patent 6,566,398) and Yano et al. and further over Troy 
et al. (U.S. 6,506,412) and Schneider et al. (US 6,353,022). 

Ueno teaches the use of n-6 fatty acids containing oil and N-3 fatty acids 
containing oil such as DHA and EPA in a pharmaceutical formulation for the treatment 
of dry eye or dry mouth syndrome. See the abstract, column 4, lines 9-40. The addition 
of an antioxidant to such composition is taught in column 12, line 25. Yano et al. teach 
the addition of vitamin E to DHA can exert beneficial effects on organ dysfunction 
associated diseases. See the abstract. Troyer et al. teach the use of omega 3-fatty 
acids and omega 6-fatty acids in a pharmaceutical formulation for the treatment of dry 
eye syndrome. See the abstract and claims 1 and 17. Schneider et al. teach the use of 
Vitamin E as an antioxidant in combination with prostaglandins in an ophthalmic 
formulation for the treatment of dry eye. 

The primary reference differs from the claimed invention in the use of the 
claimed fatty components in combination and the presence of vitamin E. It would have 
been obvious to a person skilled in the art to combine the claimed fatty components, 
considering that Ueno teaches the use of such compounds individually for the treatment 
of dry eye or dry mouth. The addition of antioxidants in general is also taught by Ueno. 
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Furthermore, Yano et al. teach the addition of vitamin E to DHA can be beneficial in 
treatment of many disorders. 

One skilled in the art would have been motivated to combine the teachings of the 
above references, since Ueno and troy relate to the use of the claimed fatty 
components individually for the treatment of dry eye or dry mouth, the others relate to 
the use of vitamin E in combination with DHA as a beneficial factor for the treatment of 
disorders. Ueno also teaches the addition of antioxidants to the claimed fatty acids for 
the treatment of dry eye or mouth. To combine components being used individually for 
the treatment of dry eye or mouth, and use the combination for the same purpose would 
have been obvious to a person skilled in the art. See In re Kerkhoven, 626 F.2d 848, 
205 USPQ 1069 (CCPA 1980). The determination of optimum proportions, amounts or 
the source of fatty components is considered to be within the skill of artisan in the 
absence of evidence to the contrary. Applicant's attention is drawn to In re Aller 105 
USPQ 233 (C.C.P.A. 1955), which states " Normally, change in temperature, concentration, 
or both, is not patentable modification; however, such changes may impart patentability to 
process if ranges claimed produce new and unexpected result which is different in kind and not 
merely in degree from results of prior art; such ranges are termed "critical" ranges, and applicant 
has burden of proving such criticality; even though applicant's modification results in great 
improvement and utility over prior art, it may still not be patentable if modification was within 
capabilities of one skilled in art; more particularly, where general conditions of claim are 
disclosed in prior art, it is not inventive to discover optimum or workable ranges by routine 
exp erimentation' ' . 
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Applicant has presented no evidence to establish the unexpected or unobvious 
nature of the claimed invention, and as such, claims 1-42 are properly rejected under 35 
U.S.C. 103. 

Applicant's arguments and remarks have been carefully considered, but are not 
deemed to be persuasive. Applicant in his remarks argues each reference individually 
and concludes that such reference does not teach the claimed combination. Applicant 
is reminded that the rejection is an obviousness rejection and not anticipation. The 
combination of the relied upon references clearly teach that omega-3 fatty acids and 
omega -6 fatty acids individually (Ueno et al.) or in combination (Troyer et al.) have 
been previously used for the treatment of dry eye syndrome. The above references 
also make clear that an anti-oxidant has been added to the combination of omega-3 
fatty acid and omega-6 fatty acids. Schneider et al. teach vitamin E as an antioxidant 
added to fatty acids for the treatment of dry eye. Yano teaches that the addition of 
vitamin E to DHA can exert beneficial effect on TNF related diseases, which are 
associated with inflammation. Applicant's arguments regarding the higher amounts of 
claimed fatty acids have been noted, but are not deemed to be persuasive. Applicant's 
attention is directed to Troyer et al. (column 3, lines 55-56) reference which teaches 500 
mg daily dose of omega-3 fatty acids. In claim 14, Troyer teaches the combination of 
fatty acids at 235 mg, which is within the scope of the claimed invention. Furthermore, 
the teachings of at least 94 mg for the combination of fatty acids reads on the 
concentrations of the claimed invention in the absence of setting forth any upper limits. 
Such language reads on any concentrations higher than 94 mg. Applicant in his 
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remarks also argues the use of the phrase "consisting essentially" in claims 33-36, and 
goes on by saying that such phrase excludes the presence of other components, such 
as vitamin A. Applicant is reminded that there is no evidence of record to show that 
Vitamin A would materially affect the nature of the claimed invention. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ZOHREH A. FAY whose telephone number is (571)272- 
0573. The examiner can normally be reached on Monday to Friday 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on (571) 272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



ZF 
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